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Overview of Presentation

A Project Budget Process and Updated Guidance
A Quad Chart
A IRB
A Data Collection dSurveys & Interviews
A Union Notifications (VA Employees)

A OASC Review (VA Employees, surveys >10,000
participants or >20 sites)

A OMB Exemptions (Patients/Caregivers)
A Clinical Trials Registration
A Data & Safety Monitoring Board (DSMB)
A Intellectual Property HSR&




Poll Question #1

What Is your role?

(selectone)

APrincipal Investigator
ABudget/Financial Analyst
AAdministrative Officer

AProject Manager/Coordinator or
Other Support




Poll Question #2

What Is your level of experience
working on HSR&D project funding
requirements?

(selectone)

ANone
ABeginner/novice level
Alntermediate level

A Advanced level



JIT Deadlines

DUE DATE
Revised budget due in 2 weeks
45 days from JIT opening DAP is due

180 days- you should have cleared JIT

150 days a waiver will be requested If
your project has not cleared




JIT Timelines

How much time should you plan to
complete each JIT section?

If you have Central IRB, it
may take 5 -12 months.

Union notification takes
approximately 8 weeks.

Budgets take about a month,
If you are responsive.

ACQOS Assurance depends on
your local R&D and IRB.

How do you decrease timeline?
Be proactive and responsive



HSR&D Summary Budget Table
Do NOT use the colored worksheets!

WORKSHEET - up to 20 SiteS+

Budget Budget Budget Budget Budge.
Period 1 Period 2 Period 3 Period 4 Period 5

VA Maryland Healthcare System

¥r1
Effort
(Cal Ma)

24

Total ¥r

1 Effort | # unigue
(Cal Mo) staff

1.2
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Project Budget Summary Table

/\ s Y BUDGET TABLE
Expense Category

Primary Site / o Total
Personnel D Primary Site Clinical ] % Year 1 Year 2 Year 3 Year 4 D.ta
] eqrg Hole Responsibilities/ ade | Step . ) ) ) Prnject
[section A+B) Appointment Effort | Salary+Fringe | Salary+Fringe | Salary +Fringe | Salary+Fringe Cost
Einstein, Albert PhD Gainesville, FL |PI M 13 8 a0 29,535 29,635 29,5635 29,635 118,141
Darwin, Charles PhD Gainesville, FL |Cg-l M 12 B 30 21,862 21,862 21,662 21,862 87,446
Blackwell, Elizabeth [MD \ |Gainesville, FL |G- Y 15] 5] 10
TBD Gainesville, FL [RA M / 11 4 50 23432 23432 23432 23432 93.728
TBD ainesville, FLARA M 11 4 50 23,432 23,432 23432 23,432 93,728
N4 \/ Site Subtotal 98,261 98,261 98,261 98,261] 393,044

A Under Primary Site, list City, State (not VHA). If Central Office, list VACO.

A Clinical Responsibilities/Appointment

A Divide the budget into project years, not fiscal years.

A For QUERI only, use FY.

A The final budget is expected to closely reflect the original proposal
budget and not exceed the original total. If there are any required
changes, they must be identified and justified; any increases to the
proposal budget amount are not allowed without the permission of
HSR&D.

A Include the budget total (sum of all project years) at the bottom of the
summary budget table.



Personnel

SUMMARY BUDGET TABLE
Expense Category /\ T
Primary Site Clinical Total
Personnel D rimary Site rotle |n : '.b,l.t. Crade | st % ear 1 Year 2 Year 3 Year 4 Proiect
(section A+B) egree ole ?pp:;‘i:lln'l\:z;e rade| step Effort | Salary+Fringe| Salary+Fringe| Salary +Fringe | Salary+Fringe Eoé::
Einstein, Albert PhD Ganesville, FL [Pl N 13 8 30 9,535 29,535 29,5635 29,535 118,141
Darwin, Charles PhD Ggnesville, FL |Co-l N 12 6 30 41,862 21,862 21,862 21,862 87,446
Blackwell, Elizabelh |MD Gginesville, FL |Co-l Y 15 5 10
18D \ Gpinesville, FL [RA N \ 11 4 50 /23432 23,432 23,432 23,432 93,728
TBD \ @ainesville, FL [RA N N 11 4 50 / 23.432 23432 23,432 23,432 93,728

\/ Site Subtotal 98,261 98,261 98,261 98,261| 393,044

A List all degrees of the personnel (MD, PhD, RN, MS etc.).

A List grade and step of all personnel. Salaries may include anticipated
personnel actions (e.g., within grade increases), but may not exceed
Office of Personnel Management approved salary rates.

A Maximum 2% per year costof-living adjustment (COLA)

A Pls and each site PImust have an ePromise account in order for money:
to be transferred and must be 5/8 ™, unless there is an approvedwaiv
from HSR&D.

A The text, including title and degrees, in the justification and the
proposal must match the summary budget table.



HSR&D Budgetary Guidelines - Services Rendered By Individuals

Table-Summarizing'H5R&D-Budgetary-Guidelines-5Services-Rendered -By-Individuals ¥
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A

A

Personnel

Do notrequest salary (VA or non-VA)for any licensed medical professional
with clinical responsibilities (Hybrid Title 38 occupations with clinical
appointments).

If a licensed medical professionalis a General Schedule (GS) employee and
does not have clinical responsibilities, their salary may be includedin the
budget, but the budgettable and justification must indicate that they do
not have any clinical responsibilities

Licensed Nurses in clinical positions may be listed in the budget as research
personnelonly if they have a Title 38 Waiver granted by the HSR&D Director
for services beyond usual care.

Ph.D. level nurse scientistsin General Schedule (GS) positions may be listed
In the budgetto receive salary support as study PlIs .

Physicianscannotbe paid unlessthey were credentialed outside the U.S.
or are not licensed.

VA personnel hired using the 2210 job series should be paid using IT funds.
A if performing tasks related to IT, confirmin the justification narrative

that the person listed has not been hired using the 2210 job series; it

cansayot hi s i-221a0 nlofln empl oy eeod.

Only VA employees should be listed under personnel.”All non -V,
staff should be identified in the justification as non— -VA.



Personnel Budget Justification

Budget Justification

Primary Site: Gainesville, FL

~ a1

QUTITTICI

Albert Einstein, Ph.D., Project Director/Principal Investigator, (2.4 cal mos,
GS 14/3, 5/8 " VA, salary $21,874/yr, fringe $9,374/yr, years 1 -4.) Dr.

Einstein will oversee all aspects of the project. He will hire, train, and
supervise all study personnel at the Gainesville site and organize and lead the
initial training for personnel at both study sites in Year 1. He will provide
oversightof all aspects of participant recruitment, enrolimentand retention,
interventiondelivery, data collection, analysis and dissemination.

Charles Darwin, Ph.D., ColInvestigator (0.4 cal mos, GS 14/4, 5/8th VA, no
salary requestedin years 1-4.) Dr. Darwinis a licensed Clinical Research
Psychologist based at the MIRECC affiliated with the Veterans Affairs Medice
=1lls [ Al e 0 \WHere rie o= d - [l lesSed ANelamrsing
interventions. He will assist Dr. Einstein and his team in the creation and
Implementation of treatment strategies for adapting standard family
communication training to accommodate emotion processing deficits




Additional Sites and Consultants

UWINIANT DUVl T MDRE

Personnelshould be
grouped by site where
_there are multiple study

sites. List Site P first.

VA employees cannot be

paid as consultants.

Physicians may not be

paid as consultants.

Limited to $500 per

consultation and $2,500
er annum. Clearly

Expense Category
Primary Site
. . Clinical . Year 1
PE-‘T_'EDII:HB Deqgree Primary Site Role | Responsibilitie Grad Step Eff . Salary+Frin
(section A+H) siAppointment ® or ge
Einstein, Albert PhD Gainesville, [Pl I 13 a 20 29 537
Darwin, Charles PhD Gainesville, |Co-l M 12 i] 30| _~71 862
Blackwell, Elizabeth [MD Gainesville, Co-l ¥ 15
TBD Gainesville, |RA I 11) 50 23432
TBD Gainesville, |RA I L1 4 50 23432
Site Subtotal 98,261
Additional Site | /| Additional - Grad | | % [grear]
Personnel Site e P! Effort g"'e
Sinatra, Frank PHD Seattle, WA |Co-l\ M 10 2 22 678
T 1] >
Cass, Mama R Seattle, WA :[Snn; M /?'/4 50 3%
-~
Stevens, Cat M\ Seattle, WA [RA/ e 7 4] 50| _~31634
Site Subtotat{” 86,046
Project Total for Pe nel 184,307 |
L~ h
Consultant Site Year 1
[section F3) \
Buck, Pearl PhD Gainesville, M 2,400
|Fitzgerald, F. Scott  [MA Seattle, WA I 2400
Twain, Mark MS Seattle, WA ] 2400

explain the involvement

N\

of each consultant with

Equipment
tal per site-do

|

Ll e ]

et

regardto the proposed
research, and the natur
of the service to be
provided:




Equipment/Supplies

Equipment Total
(total per site—do Year1 Year 2 Year 3 Year 4 Project

not itemize) Cost
Gainesville, FL 2,000 0 2,000 0 4000
Seattle, WA 2,000 ] 2,000 ] 4000

Supplies Total
[total per site—do Year 1 Year 2 Year 3 Year 4 Project

not itemize) Cost
Gainesville, FL 1,000 500 250 125 1,875
Seattle, WA 1,000 500 250 125 1,875

A Itemize each category separately in budget justification .

A If equipment sounds like it might be IT, please note in justification
that you have already consulted with IRM (local IT) and confirmed
that item is non -IT.

A For equipment purchases, note in justification the post project
disposition.

A Funds are no longer allowed for general office supplies; these
should come from your medical center. If supplies requestedare
standard office supplies and/or not available from the medical
center, please note this in the justification.

A Audio voice recorders (VA approved) should be categorized as

supplies. Need ISO approval.



Travel Summary Budget Table

Total travel budget must be included in the summary
budget table located in the budget justification section 0
your application.

Project Travel
(total from Travel
Table Year 1 Year 2
do not itemize)
Gainesuville, FL 1,800
Seattle, WA 1,440




Travel Budget Justification

A HSR&D will considerone request per |IR project to present FINAL
research results in the budget. Funds will not be disbursed until a
meeting is identified and funds are requested from Central Office.

A Travel costs should be itemized per trip for hotel and transportation
in a table in the justification. In the project budget, include travel

that is directly related to the conduct of the research.

will be

di

sbur sed

a l

ong Wi

Project Travel Table

Traveler

Status (VA
or non VA)

Destination

Number of
Trips

Y ear of
Trip

Estimated
Cost

Purpose: 1)Conduct
Research
2)Dissemination
3)Final research
Results

T otal

18

These funds
t h the




Travel Budget Justification

A Not authorized for non -VA employee; travel should be
rolled into the contract or IPA mechanism with
|l nstructions to foll ow GS

A Project meetings are included in project budget,
however,

A Funds for meeting will be held until

ASpecific meeting/travel budget is submitted along
with meeting approval (local or higher level
depending on size).

Asee Meeting Approval Guidance:

https://myees.Irn.va.gov/Conferences/default.aspx

19



Travel Budget Justification

A Professional Development Travel
A P unaffiliated with COIN

AHSR&D will consider requests from funded PIs, not
affiliated with a COIN , to allow participation of the Pl or
their project team designee _in scientific
meeting/professional development.

A PI affiliated with COIN

API/project team designee affiliated with COIN should not
submit request to Central Office, and instead submit
their request locally for use of professional development
funds distributed directly to the COIN.

A Amount of travel funds allocated for professional
developmentis at the discretion of the COIN.



Other Direct Costs

Other
(Section F 8i9/10+) Total
(Do not list IT Degree Site * Year 1 Year 2 Year 3 Year 4 Project
expenses from ort Cost

Planned IT Expenses

Table)
IPA_ Kennedy_John |PhD _||Ganesville FL| |10 N 5 509 5 509 5 509 5509] 22036
IPA- Roosevelt, Ted [PhD _ ||Gainesville, FL 5 N 3.393 3393 3.393 3393] 13572
IPA- Lincoln, Abe _ |[PhD _ \Seattle, WA 10 N 1302 1302 1302 1302]  17.208
Subject Payments ainesville, FL I 1,200 1,700 ] ] 2,900
[SUEHT;;?SE”DTE‘:;} Aiqesm'ne, FI_// 1.790 2300 1,500 0 5 590
N— TOTAL| 2160411  209.711]  213.791]  204.961| 845.404

A

A

o o T Do D> I»

HSR&D manages anintramural research program__; it is expected that VA staff will be
hired to perform the research and provide needed expertise.

It is expected that any contracted services and/or IPAs will not EXCEED 30% (COIN) of
the proposed total budget (40% for non -COIN), unless approved via waiverduring the
proposal submission process .

Justify the use of IPA agreements. An IPA is not a contract. It is an OPM registered
agreement with a University or Federal Agency. An IPA must name an individual .

VA employees cannot be paid as IPAs.

Clinicians (e.g., MDs, RNP, PA, etc.) cannot be paid via IPAs unless they are not
licensed in U.S. and then they may be paid for non -clinical work.

Contracts are for services, not people and must go through contracting. Describedh
service; do not identify the individual(s) who will provide the service.

You may not contract for clinical services. o

The site should be where the funds are to be sent, not the location of the
IPA/contract .



Other Direct Costs
Participant Payment

Other
(Section F 8/9/10+)
Ef:;::;:s:rgm Degree Site Ef?::-rt Year 1 Year 2 Year 3 Year 4
Planned IT Expenses
Table)
IPA: Kennedy, John |PhD Gainesville, FL 10 N 5,509 5,509 5,509 5,509
IPA: Roosevelt, Ted |PhD Gainesville, FL 5 N 3,393 3,393 3,393 3,393
(P A teatriint— ' D Seattle, WA 10 M 4,302 4,302 4,302 4,302
( Subject Payments )  |Gainesville, FL 1,200 1,700 0
(University of Oz) — Gainesville, FL 1,790 2,300 1,500
TOTAL 216,941 209,711 213,73 204,961

ci pant

ANote that any references to opart.
to oOopart

rei mbur sement sé must be changed

A Ifthe project plans to compensate non -physician VA employees for participationin
research, the research team needs to contact their local OGC STAR (Specialty Team
Advising Research). It is recommended that this is done prior to IRB submission.

A Payments to physicians or VA employees for serving as research participants are not
authorized unless participating outside of tour of duty.

A The compensation for participant payments should be presented in a table that
clearly shows how the total amount was calculated. In addition, note how the
payment will be made to the study participants (e.g., canteen gift card, Visa gift

card, check, etc.) 22

A Note in the justification that any unused participant payments must be returned to
HSR&D.



Centralized Transcription Services
Program (CTSP)

Use of these services is not mandatory, and we no
longer require you to contact CTSP for a quote.

Listing in BUDGET

If using CTSP and the CTSP quote isnore than 6
months old, you are required to obtaina new quote .
CTSP quotes need to be appended to the budget
justification.

23




Centralized Transcription Services
Program (CTSP)

When listing in the budget:

A If Salt Lake City (SLC) isnot already a research site:

A SLC should be added as an additional site to the budget
with Susan Zickmund listed as the site PI, who is
responsible for the funds sent to and the work performed
at SLC.

AForDr.ZickmLpredc”nsent effort, pl eas
her sal ary as SeeRFA@andBuddetGuidadce 0
for correct justification.

Aln addition, list OCTSP Transecg
with associated funds under 0

A IfSLCis already a research site:
A Do not list Susan Zickmund as Pl or col.
APIeaseo_nIMI Il st OCTSP Transcripdil on
with associated funds umder 0



IT Budget

A Research funds are not used to pay for IT. VA has a separate IT
appropriation, which is not controlled by research.

A If devices such as laptops or tablets are to be used by patients only,
they can be considered patient medical devices and thus a non -IT
purchase (can be purchased with research funds). If the devices are
to be used by both patient and personnel, thenthey are considered
an IT purchase and must be included on the IT budget. IT approved
voice recorders can be purchased with research funds.

A If you are requesting IT funds, please ask your local CIO to sign -off on
the requestindicating ability to provide funds and include thisin the
budget materials you upload to JIT.

A Atlas software may be purchased usingresearchfundsas itis
considered oOscientific computing.
Direct Costs in budget.

A SAS and SPSS may be used in VINCI platform, so they are not approved
for purchase.

A Please see memo from ORD for guidance on obtaining SAS, SPSS; and
Stata at http://vaww.research.va.gov/funding/docs/FY18  -IT-
Funds.pdf




When submitting a revised budget

A Always include a version date (DATE OF THIS SUBMISSIONR
the header of document when submitting to JIT.

HSR&D SUMMARY BUDGET TABLE
Ijun {mo . Original Budget Request [(from

Pl

approved proposal):

Project ID: | Project Title:

A Atthe top of the summary budget table, please note the
duration of the study (e.g., 48 months).

A Always include both the Summary Budget Table AND Budget
Justification

ABudget Justifications: Pl ease I
beginning of the budget justification. You should summarize
your responses by item to all budget action points. Also include
In this narrative justification for any other changes from the
original budgetin the proposal. The total budget should not
exceed the total amount requested in the proposal.

A Please indicate in the justification Step increases under that
Il ndi vidual 6s justificati on.




Start Dates

Once you complete
you can select a date
start.

u Starts are only on thel s
of the month.

v Continuing Resolutions
limit new project starts.

u Project should CLEARJI
prior to requesting a
start date. If a continuin
resolution is in place,
cannot guarantee, st
dates.




